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DETAILED ACTION 

Application status 

In response to the previous Office action, a non-Final rejection (mailed on 
02/06/2007), Applicants filed a response and amendment received on 08/06/2007. Said 
amendment canceled Claim(s) 2, 3 and 20, and amended Claim(s) 1 , 5, 1 0 and 21 . 
Thus, Claim(s) 1,4-19 and 21-23 is/are at issue and present for examination. 

Applicants' arguments filed on 08/06/2007, have been fully considered, and are 
deemed to be persuasive to overcome some of the rejections previously applied. 
Rejections and/or objections not reiterated from previous office actions are hereby 
withdrawn. 

The text of those sections of Title 35 U.S. Code not included in the instant action 
can be found in a prior Office action. 

It is noted by the Examiner that Claim(s) 8 and 11-19 is/are withdrawn from 
further consideration by the Examiner, 37 CFR 1 .142(b) as being drawn to a non- 
elected invention in the previous Office actions, a non-Final rejection (mailed on 
02/06/2007). 

Claim Objections 

The previous objection of Claim 5 is for the recitation of "TPGS" is withdrawn by 
virtue of Applicant's amendment, wherein Applicants inserted "alpha-tocopheral 
polyethylene glycol succinate (TPGS)" in claim 5. 
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Claim Rejections- 35 U.S.C. §112 

The following is a quotation of the second paragraph of 35 U.S.C. § 1 12: 

The specification shall conclude with one or more claims particularly pointing out 
and distinctly claiming the subject matter which the applicant regards as his 
invention. 

The previous rejection of Claims 1-7, 9, 10 and 20-23 under 35 U.S.C. § 112, 
second paragraph, is withdrawn by virtue of Applicants' amendment, wherein Applicants 
have deleted the phrase "substantially maintaining damage to pathogen nucleic acid," in 
claim 1. 

The following is a quotation of the first paragraph of 35 U.S.C. § 1 12: 

The specification shall contain a written description of the invention, and of the 
manner and process of making and using it, in such full, clear, concise, and exact 
terms as to enable any person skilled in the art to which it pertains, or with which 
it is most nearly connected, to make and use the same and shall set forth the 
best mode contemplated by the inventor of carrying out his invention. 

Claims 1, 4-7, 9, 10 and 21-23 are rejected under 35 U.S.C. § 112, first 
paragraph, written description, as failing to comply with the written description 
requirement. The claim(s) contains subject matter which was not described in the 
specification in such a way as to reasonably convey to one skilled in the relevant art that 
the inventor(s), at the time the application was filed, had possession of the claimed 
invention. 

The rejection was stated in the previous office action as it applied to previous 
claims 1-7, 9, 10 and 20-23. In response to this rejection, Applicants have cancelled 
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claims 2, 3 and 20, amended claims 1, 5, 10 and 21 in the amendment, and traversed 
the rejection as it applies to the newly amended claims. 

Applicants argue that claims as amended recite the phrase "permanent damage," 
and specify that the photosensitizer is riboflavin and the "light" used is either visible or 
UV. Therefore, Applicants allege that Applicants comply with the written description 
requirement under this statute. Further, Applicants point out that "Blood component" is 
defined on page 1, line 9, "Pathogens" are defined on page 2 line 19, and Example 5 
describes the process of damaging the nucleic acids of bacteria (E. coli), Example 5 
describes the process of damaging viruses (lambda phage) and Examples 1-3 
describes the process of damaging the nucleic acids of undesirable cells (white blood 
cells). 

Applicants' arguments have been fully considered but are not deemed 
persuasive for the following reasons. Although the specification on page 1, line 9,. 
states that "[w]hole blood collected from volunteer donors for transfusion into recipients 
is typically separated into its components: red blood cells, white blood cells, platelets, 
plasma and plasma proteins," this is not a definition of "blood components." 
Furthermore, even if such statement clearly defined what "blood components" 
encompass, limitations from the specification are not read into the claims although the 
claims are interpreted in light of the specification. See In re Van Geuns, 988 F.2d 1181, 
26 USPQ2d 1057 (Fed. Cir. 1993). 

Furthermore, the specification lacks adequate description of the genus of 
"riboflavin photosensitizers." It is noted by the Examiner that the phrase, "riboflavin 
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photosensitizer," is not defined in the specification. As such, the genus of "riboflavin 
photosensitizers" that are used in the claimed methods encompass widely variant 
species having essentially any structure as long as it comprises a riboflavin moiety. 
Such a broad genus of "riboflavin photosensitizers" used in the claimed methods are not 
supported by the disclosure of the instant application. Please refer to the M.P.E.P. 
section 2163 [R-5] under II, A, 3, (a), (ii) for more details with respect to sufficient 
number of representative species that should be disclosed to describe a widely variant 
genus. For the reasons stated herein and in the previous office action, the rejection 
under this statute is maintained. 

Claims 1, 4-7, 9, 10 and 21-23 are rejected under 35 U.S.C. 112, first paragraph, 
as failing to comply with the enablement requirement, because the specification, while 
being enabling for a process comprising steps of: adding to a solution containing 
platelets, 50 uM of isoalloxazine photosensitizer comprising riboflavin; irradiating a 
solution containing platelets, 10 6 /mL Jurkat cells and 50 uM of isoalloxazine 
photosensitizer with light, at wavelength of 320 nm and intensity of 7 J/cm 2 , to activate 
isoalloxazine photosensitizer to cause single strand and double strand breaks to the 
pathogen deoxyribonucleic acids and ribonucleic acids; substantially maintaining (see 
also the 1 12 2 nd paragraph rejection above) said strand breaks to said pathogen 
deoxyribonucleic acids and ribonucleic acids; and wherein said strand breaks caused by 
the isoalloxazine photosensitizer and light, at wavelength of 320 nm and intensity of 7 
J/cm 2 , is substantially maintained during storage of a solution containing platelets, 
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10 6 /mL Jurkat cells and 50 |jM of isoalloxazine photosensitizer after irradiation, further 
wherein E. coli or E. coli containing lambda-phage virus was added before the 
irradiation instead of the Jurkat cells, does not reasonably provide enablement for a 
process for preventing self-repair of nucleic acid of pathogenic white blood cells, 
bacteria and/or viruses which. may be contained in any blood component comprising the 
steps of: adding to any blood component a riboflavin photosensitizer; any blood 
component and riboflavin photosensitizer with light in a visible or UV range at an 
appropriate wavelength to activate the riboflavin to fragment the nucleic acid of the 
pathogenic white blood cells, bacteria and/or viruses to cause permanent damage to the 
nucleic acid; preventing self-repair of the nucleic acid; and wherein the permanent 
damage to the nucleic acid caused by the photosensitizer and light is maintained over 
time such that the pathogenic white blood cells, bacteria and/or viruses will not 
reproduce in any blood component; and a process for providing pathogen reduced fluid 
containing blood or any blood component suitable for re-infusion into a patient 
comprising: damaging the nucleic acid of any pathogenic white blood cells, bacteria or 
viruses which may be present with the blood or any blood component; adding riboflavin 
to the blood or any blood component; and exposing the blood or any blood component 
to UV or visible light to activate the riboflavin to fragment the nucleic acid of the 
pathogenic white blood cells, bacteria or viruses to prevent them from reproducing in 
the blood or any blood component after re-infusion into the patient. Therefore, the 
specification does not enable any person skilled in the art to which it pertains, or with 
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which it is most nearly connected, to make and/or use the invention commensurate in 
scope with these claims. 

The rejection was stated in the previous office action as it applied to previous 
claims 1-7, 9, 10 and 20-23. In response to this rejection, Applicants have cancelled 
claims 2, 3 and 20, amended claims 1 , 5, 10 and 21 in the amendment, and traversed 
the rejection as it applies to the newly amended claims. 

Applicants argue that claims now specify pathogens as pathogenic white blood 
cells, bacteria and/or viruses, and photosensitizers as the riboflavin. Also, Applicants 
point out that claims now reflect the fluid as pathogenic white blood cells, bacteria 
and/or viruses which may be contained in blood components. Further, Applicants point 
out that claims now recite the light as either a visible or UV range. Applicants also point 
out that claims now reflect the nucleic acid damage as those caused by fragmentation 
of the nucleic acids, and that "the permanent damage to pathogen nucleic acid caused 
by the photosensitizer and light is maintained over time such that the pathogen will not 
reproduce." 

Applicants' arguments have been fully considered but are not deemed 
persuasive for the following reasons. The scope of the claim is not commensurate with 
the disclosure of the instant application because the claims rejected under this statute, 
do not place any structural limits on the "riboflavin photosensitizers." The specification 
does not support the broad scope of the claims which encompass all modifications and 
fragments of any "riboflavin photosensitizer" that can be used in the claimed methods, 
especially those modifications and fragments that do not produce reactive oxygen 
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species (ROS) upon irradiation with light. For the reasons stated herein and in the 
previous office action, the rejection under this statute is maintained. 

Claim Rejections - 35 U.S.C. § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. § 102 
that form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in a patent granted on an application for patent 
by another filed in the United States before the invention thereof by the applicant 
for patent, or on an international application by another who has fulfilled the 
requirements of paragraphs (1 ), (2), and (4) of section 371(c) of this title before 
the invention thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AIPA) and the Intellectual Property and High Technology Technical 
Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
directly or indirectly from an international application filed before November 29, 2000. 
Therefore, the prior art date of the reference is determined under 35 U.S.C. 102(e) prior 
to the amendment by the AIPA (pre-AlPA 35 U.S.C. 102(e)). 

Claims 1, 6, 7, 10, 21 and 23 are rejected under 35 U.S.C. § 102(e) as being 
anticipated by Goodrich et al. (USPN 6,258,577). 

The rejection was stated in the previous office action as it applied to previous 
claims 1, 3, 6, 7, 10, 20, 21 and 23. In response to this rejection, Applicants have 
cancelled claims 3 and 20, amended claims 1,10 and 21, and traverse the rejection as 
it applies to the newly amended claims. 
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Applicants argue that the Goodrich reference does not address whether strand 
breaks in the nucleic acids of pathogens is permanent. Applicants also point to the 
specification at Figures 1-3b alleging that such disclosure is not taught in the reference 
of Goodrich. 

Applicants' arguments have been fully considered but are not deemed 
persuasive for the following reasons. The phrase, "to cause permanent damage," is 
interpreted as an intended use of the photosensitizer which does not affect the active 
method steps, and would not appear to further limit the method steps of using said 
peptide. Even assuming that the phrase is a claim limitation, the teachings of Goodrich 
et al. demonstrate that the use of isoalloxazine or alloxazine photosensitizers causes a 
"permanent" damage because the damages are propagated to result in the inactivation 
of the microorganisms such that they will not reproduce. 

Further, Applicants argument based on what is taught in the specification of the 
instant application is irrelevant because limitations from the specification are not read 
into the claims although the claims are interpreted in light of the specification. See In re 
Van Geuns, 988 F.2d 1181, 26 USPQ2d 1057 (Fed. Cir. 1993). For the reasons stated 
herein and in the previous office action, the rejection under this statute is maintained. 

Double Patenting 

The filing of a terminal disclaimer over claims 1-18 of the Goodrich patent is 
acknowledged. 
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Conclusion 

Claims 1, 4-7, 9, 10 and 21-23 are rejected for the reasons as stated above. 
Applicants must respond to the objections/rejections in this Office action to be fully 
responsive in prosecution. 

THIS ACTION IS MADE FINAL. 

Applicant is reminded of the extension of time policy as set forth in 37 CFR 
1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 
Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jae W. Lee whose telephone number is 571-272-9949. 
The examiner can normally be reached on 8:00-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kathleen K. Bragdon can be reached on 571-272-0931. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-91 99 (IN USA OR CANADA) or 571 -272-1 000. 





Patent Examiner: Jae W. Lee, Ph.D. 
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